Context: Osteopathic manipulative therapy (OMTh; manipulative care provided by foreign-trained osteopaths) may be used for managing headache pain and related disability, but there is a need for high-quality randomized controlled trials to assess the effectiveness of this intervention.
T ension-type headache (TTH) is a prevalent condition with substantial socioeconomic impact, and the prevalence of frequent episodic TTH may be as high as 24% to 38.3%. [1] [2] [3] Tension-type headache has been defined as a multifactoral disorder, conceivably implying the need for diversified treatment strategies. 4 Headache-related disability can usually be reduced by identifying and avoiding triggers combined with nonpharmacologic and pharmacologic treatments, but effective treatment modalities are still lacking. 4 Patients are turning to complementary or alternative therapies for headaches, including osteopathic manipulative therapy (OMTh; manipulative care provided by foreign-trained osteopaths). In particular, our anecdotal clinical observations suggest that OMTh may have a prophylactic effect in patients with TTH.
An important difference between conventional prophylactic management and OMTh is that the latter is not administered according to defined protocols but rather is usually personalized, with techniques tailored to the needs of each patient. Perhaps partly for these reasons, many reviewers have found no rigorously tested evidence that manual therapies in general have a positive effect on TTH. 
Methods

Study Design and Treatment Allocation
The present study was a single-blind randomized placebo-controlled pilot study using an experimental de- 22 Patients were blinded, however; in the preliminary document for informed consent, recruited patients were told that they would be randomly assigned to 1 of 2 groups in which 2 different manual treatments would be administered.
The corrective techniques applied in the OMTh group were not protocol based 22 but rather were individually tailored for each patient, according to
Greenman's descriptions. 23 Briefly, the OMTh techniques were focused on correcting osteopathic dys- At the end of the active treatment period, patients in both groups were followed up and evaluated after 1 and 
Statistical Analysis
All hypotheses were verified by using the SPSS (version 18) statistic package. All significance tests were set at P<.05. The statistical tests were chosen following verification of the normality distribution of our samples using the Kolmogorov Smirnov test. Changes over time and the presence of a significant difference between the 2 study groups were assessed by the 2-way analysis of variance followed by multiple comparison Tukey test.
Each difference vs baseline for each patient (delta) was assessed by the 2-tailed unpaired t test.
Results
Sixty-seven patients were screened, of whom 58 were enrolled ( Figure 2) . Fourteen dropped out because of deviation from the protocol-10 owing to poor compliance with the study procedures (ie, refusal to adhere to the treatment protocol at the baseline visit) and the other 4 owing to use of prophylactic drugs during the study in which patients respond to questions related to disability as "no" (0 points), "sometimes" (2 points), or "yes" (4 points). The total possible score for the HDI ranged from 0 (no disability) to 100 (worst disability).
Headache frequency was chosen as the primary outcome.
All the other measures were considered as secondary outcomes. To increase sensitivity to patient-reported headache pain intensity, we use a scale from 1 to 5 instead of the suggested 0 to 3 scale. 17 The HDI was selfreported by patients at the end of the baseline period, at the end of the 30-day treatment period, and at the first and third follow-up month (ie, 1 month and 3 months a Baseline values were obtained at the end of the 1-month baseline period and represent values for that month. b Pain intensity was scored by patients on a scale from 1 (lowest perceived pain) to 5 (worst perceived pain). c Total possible Headache Disability Inventory (HDI) score ranged from 0 (no disability) to 100 (worst disability).
Abbreviation: OMTh, osteopathic manipulative therapy.
reduction vs baseline after 3 months of follow-up;
P<.001) (Figure 3) . We also found an absolute difference between the 2 groups at 3 months (P<.001), with a 33% lower frequency of headache in the OMTh group. Finally, the HDI score showed no significant improvement; however, a change in the total score of at least 29 points from test to retest is required before the variation can be attributed to treatment effects, 22 
Discussion
Frequent episodic TTH was chosen for this trial because it is one of the most common indications for prophylactic management, for which we hypothesized that OMTh might represent an alternative. The drug treatments available for this condition are often unsatisfactory, and the social and health system costs can be high. 3 The results of our feasibility study suggest that OMTh may be effective in the management of frequent episodic TTH. In this study, therefore, we tried to plan a preliminary randomized controlled trial that was methodologically rigorous enough to be used as a model for planning future clinical trials in patients with episodic TTH. There is a need for future trials with sufficient power analysis; the present pilot study may offer a methodologic reference for designing such trials.
In planning the study we encountered other methodologic issues. The first concerns the double-blind condition. Unfortunately, OMTh and other manual therapies cannot be administered without the operator's awareness, thereby making it impossible to perform doubleblind trials. Thus, all types of manual interventions may have an intrinsic limit. 22 In the current study, sham therapy was used in the control group, allowing a manual approach that specifically excluded the correction of osteopathic dysfunctions. The lack of double blinding was clearly our study's greatest limitation along with the perprotocol analysis, which we preferred because it is intrinsically suited to preliminary and pilot studies, even though it is an obvious source of attrition bias.
The second limitation concerns possible differences between groups in patient confidence. Patients may perceive OMTh as a more credible treatment than many control procedures, and the study should be designed to equalize patient perceptions among interventions. 
